MflY-27-2003 20:54 



BDSM 



7038362021 P. 06/15 



Patent 

Attorney's Docket No. 013.9^-310 
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 
In re Patent Application of 
Yoshikatsu KODAMA et al. 
Application No. : 09/903,734 
Filed: July 13, 2000 



For: PHARMACEUTICAL 

COMPOSITION USEFUL IN THE 
PREPARATION OR TREATMENT 
OF PEPTIC ULCERS 



Group Art Unit: 1614 
Examiner: Vickie Y. Kim 
Confirmation No.: 9324 



VIA FACSIMILE TO EXAMINER: 
(703) 308-2742 



AV^NnMTCNT AND REPLY 



Commissioner for Patents 

P.O. Box 1450 

Alexandria, VA 22313-1450 

Sir: 



In complete response to the Office Action mailed February 26. 2003, phase amend 
the above-identified application as follows: 
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to establishing a,*™** case of obvious under 35 U.S.C. I KB. i« is 
to cumb*nt upon the examiner to provide a reason «, one of orfinary skill in (he art wou.d 
„,« been led «o modi* a prior art reference or to combine reference teaching to arrive at - 
the claimed invention. To thisend, the recite motivation must stem from some 
teaching, suggestion or inference in the prior an as a whole or from the knowledge 
generally available to one of ordinary skill in the art and not from applicants' disclosure. 
See. , e ., Etparu tf««r, 25 U.S.P.Q.Zd !817. 1819 (Bd. Paten, Appeals * Interferences 
19 92). V^^f^^^^^^^^ iwltaVemiieaa 
edification obvious unless the prior art suggested the desmmility of the modifScation. 
See. e. g .. In reLstowsH. 10 U.S.P.Q.M 1397. 1398 (Fed. Cir. 1989). Here, neirher EP 
•032 nor EP "434 teaches or suggests the combination of me claimed IgY antibodies and a. 
least one agent selected from H, blockers and proton pump inhibitors. 

The antacids disclosed in EP '032 are sodium hydrogencarbonate, magnesium 
carbonae. precipitated sodium carbonate, a*l synthetic hydrotalclte. These antacids are 
cleariy distinct from the H 2 blockers and/or proton pump inhibitors nsed in the present 
Uwention. Anttcids are generally used fer the purpose of ruralizing excess gastric acid. 
On the contrary. H 3 blockers are an anugonist against histamine H, receptor and suppress 
the secretion of gastric acid. Proton pump inhibitors s»PP*« »e secretion of gastric acid 
by inhibiting H*. K*-ATPase (proton pump). Therefore, me functions are different 
between the antacids disclosed in EP '032 and the H , blockers and/or proton pump 
inhibtors of me present invention. Fnrthermore, the H 2 blockers and/or prottm pump 
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^.edge .bat these agena are used in the same way. 

■ a- ra> -042 ate different in function from me claimed 
The antacids disclosed in EP 032 ate tuner n 

«— — — 

^ina tt on^ E P-,^^-^-^^^ UaS,he 

^.edismuc.aM-ecl^of^^-H^-^ 

- ^„ h ---•-•--w f --■■- t, •■ ,, - , ' ,-, ■ ,, 

^beiow. i^.*---*' i -- l -- Wr - fc,d,,,,,,fc *' 

. «• «f riip nresent invention cannot be expected 
H> blockers and/or proton pump inhibitors of me present inven 

from EP *434 (with or without the teachings of '032). 

^n^usedinEP^isakindofglycop.o.m. the mechanism of the mucin 

«. giycopro^binds ^ureaseof Hpmereby inhibitingHp adhesion. 

On ft. c-n-y . the IgY antibodies used in the present — n are specific 
^ies for Hp urease amigen, and bind, urease hnmunologically by antigen-antibody 

„„ Tv.a ,, R e of the inhibitor of gastric 
hereby Habiting adhesion of Hp to gastnc mucosa. Thereof the inn 

«. A< a result the combination of IgY antibodies and 
acid secretion promotes this process. As a result, tne com* 
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^^uscessa^eK— ofHp. As apparent from Expert 2 of thepresent 
^cation, the e^uof Hp ca.be achieve w.0. a sauU amoun, of ft. antibodies. 
for examp le, on^hundredm of fte amount of the antibodies quired when the antibodies 
are u«d alone. The reduction of the dose of the antibodies required is practice a very 
important advantage, particularly in view of costs. 

Thus, ftemechauisms of the inbibitionof Hp adhesionto gastric musoca are 

• .1 .*« ™Mh™Kes and therefore the above-mentioned result of 
different between the mucin and the antibodies, ana urercioio »■ 

the present invention was unexpected. 

For at least the reasons set form above, the combination of EP "032 and EP "434 fails 
toteach or suggest Unclaimed invention. Hence, the Examiner is respectfully requested to 

withdraw this rejection. 

Claims 1-4 have also been rejected under the judicially created doctrine of 
obviousness-type double patenting as purportedly being unpaentable over claims 1-2 and 6 
of U.S. patent No. 6,419,926 B2 in view of Kodama (EP 877032 Al and 1010433 A2). In 
particular, me Examiner has asserted that the '926 paten, discloses an antibody composition 
using IgY antibodies against Hp urease and a combinatory drug therapy by adding a 
beneficial additive (e.g.. lactic add bacterium). See Offichu Action a, 5. The Examiner 
has also asserted, based upon the teachings of EP '032 and EP '434, mat it would have 
been obvious to substitute 'other beneficial drugs including antacids. inbibiu»r of gastric 



